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1.1 | NTRODUCTI ON
1.1.1 Overview of NELAC

Thi s associ ation shall be known as the “National

Envi ronmental Laboratory Accreditation Conference” (NELAC)
and is sponsored by the United States Environnental Protec-
tion Agency (EPA) as a voluntary association of state and
federal officials. The purpose of the organization is to
foster the generation of environnental |aboratory data of
known and docunented quality in a cost-effective manner

t hrough the devel opnent of nationally accepted standards for
environnental | aboratory accreditation. NELAC enconpasses
all fields of testing associated with conpliance with EPA
regul ations. The programw || be adm nistered by state and
federal accrediting authorities in a uniform consistent
fashi on nati onw de.

1.1.3 Sunmmary of the NELAC standards

The NELAC uni f or m st andar ds.

The Field Measurenments and Sanpling Conmittee standards
which are to be developed will require that sanpling be done
using a docunented quality system which is appropriate to
the type, range. and scope of sanpling.

1.1.4 GCeneral application of NELAC standards

These standards are for use by accrediting authorities and
ot hers concerned with the conpetence of environnental

| aboratories and other organizations directly involved in
envi ronnental neasurenents. Note that any reference to NELAP
approval or NEEAP NELAC accreditation neans that the
accrediting authority or |aboratory neets the requirenments
in the NELAC standards, and is not endorsenent by EPA.

An accredited |aboratory nmay use the NELAC | ogo on general
literature in conjunction with the phrase neets NELAC

st andar ds. It is the ethical responsibility of an
accredited organization to describe its accredited status in
a manner that does not inply accreditation in areas that are

outside their actual Scope of Accreditation. \Wen

soliciting business or reporting test results, an accredited
entity nust distinguish between those tests that fall within

its scope of accreditation and those that do not. This is
done by attaching a copy of its current NELAC Scope of
Accreditation and any other appropriate suppl enent.
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1.1.5 Application of NELAC standards to small | aboratory
oper ati ons

Al'l | aboratory operations subject to NELAC standards are
expected to generate data of known and docunented quality
and maintain the quality systens required to generate

qual ity data. However, NELAP recogni zes that sone

| aborat ory operations have some uni que characteristics that
differentiate them from ot her operations. The NELAC

st andards have addressed these issues by allow ng sone
flexibility in neeting the requirenments for personnel
(Section 5.4.2, Section 5.6) and their credentials (Section
4.1.1).

1.3 ELEMENTS

Functional elenents of the objectives are:

e) To incorporate, to the extent applicable, 1SO 25, |SO
43, and | SO 58.! NOFE—A—review by—theEnviroenrental-
: N ¢ . e I o

IA review by the Environnental Laboratory Advisory Board (ELAB), a federal
advi Sory committee, is currently underway on whether to include w thin NELAC,
[aboratories conplying with Good [aboratory Pracfices (G P). dPs are nmandated
by EPA under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) and
the Toxic _Substances Control Ac TSCA) . T 3P [aboratories are included in
NECAC, the EPA G P prograns and the Organi zation for Econom c and Cooperative
Devel opnent (OECD) AP Principle Technical Standards wWilT be incorporated, to the
extent applicable.
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1. 56 ROLES AND RESPONSI BI LI TI ES OF THE FEDERAL GOVERNVENT,
THE STATES, AND OTHER PARTI ES

1.56.1 EPA
EPA shall provide staff support to NELAC as provided for in

the Byl aws and agreed to by EPA. EPA shall assist NELAC by
—ch i publ i shing

=

proposed and final standards
bulHetin—board.

EPA al so participates in joint activities with other federal
and State agencies, as described bel ow.

1.56.2.3 Accrediting authorities

An accrediting authority can be either a) any federal

depart nent/agency with responsibility for operating nandated
environmental nonitoring prograns which require | aboratory
testing, or b) any State which requires | aboratory testing
in conformance with at | east one of the EPA prograns |isted
within the scope of NELAC (see Section 1.4.2). |If a State
chooses not to adopt partietpate in the NELAC program

| aboratories in that State may obtain accreditation from any
ot her accrediting authority.

A primary accrediting authority is one.

1.56.2.3.1 Responsibilities of primary accrediting
authorities

Once a State or federal departnent/agency has been approved
by NELAP as being an entity whose accreditation and
assessnment program neets all of the requirenents of NELAC,

it will be a primary accrediting authority, and it wll have
full responsibility .

In addition, a primary accrediting authority may.
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1.56.3 Reciprocity

Reci procity neans that an accrediting authority wll
recogni ze and accept the accreditation status of a
| aboratory issued by another NELAP accrediting authority.
This principle of reciprocity is an el enment of the national
accreditation standard to which all accrediting authorities
are held. In recognizing the accreditation status of a
| aboratory through reciprocity, the accrediting authority
assunes the responsibilities of a secondary accrediting
authority as stated in Section 1.6.2.3.2. However—a

L S ) Ce ST e
d?e|3|en aH|S|ng ||GW!a_Iegal ?et!en w-thi-i—the 1”"Sd'¢t!e“

i i i A state, in

the role of a secondary accrediting authority. which has a
law or decision resulting froma |egal action, the |ega
effect of which precludes that state fromgranting any
accreditation to a particular |aboratory, is not required to
extend reciprocity to that |aboratory.

Reci procity anong the.
1.56.5 Assessor Bodies

An assessor body, operating under witten agreenent with an
accrediting authority, may perform specified functions of
t he assessnent process. These functions may include: the
review of the | aboratories’ docunentation regarding
facilities, personnel, use of approved nethods, and quality
assurance procedures; and conduct of on-site assessnents,

i ncludi ng review of performance in the analysis of
proficiency test sanples. The assessor body reports
ti+reetty to the accrediting authority under which it is
operating. The assessor body wll provide .
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67+ STRUCTURE OF NELAC

1.

II07

#.1 The Board of Directors
The Board of Directors consists of

The Board of Directors serves as . . . The Board of
Directors will charge the commttees with issues they nust
address or take under

cormmttee consideration. Comments on the standards shoul d
be directed to the commttees through their respective
chairs.

1.6+ 2 The Environmental Laboratory Advisory Board

The Environnmental Laboratory Advisory Board. . . The
recommendati ons of the ELAB shall be presented to the Chairs
of the standing commttees, the Board of Directors and to
the EPA.

1.6#.5 The Comm ttees

Two types of commttee are associated wth.

New St andi ng Conmi tt ees:

The Board of Directors may create a new standing comm ttee
if the followi ng conditions exist:

An _ad hoc group ng'n ee by a NELAC Chair has been studying
an i ssue which is kely to require continuing attention by
NELAC. the ad hoc 1as reached a consensus and is ready to
devel op standards and once inplenented, the standards are
likely to need evaluation and revision in the future; no
NELAC comm ttee exists to deal wth the issue; the topic is
of broad scope and has inpact on a significant portion of
the | aboratory community; the Policy and Structure Committee
has received the proposal and is satisfied that there is a
need for the new conmttee, its pur pose has been cl ear
stated, and there is a clear outline of the scope of t

Qrogosed commttee’'s activities, and recommends that the new
standing comm ttee be created.

|

>
D

1.6#.5.1 The Standing Committees

The participants of each commttee serve for five years,
with one Voting Menber and one Contri butor being appointed
each year. There are seven eight Standing Comm ttees:
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Program Policy and Structure Conmmttee
Accrediting Authority Commttee

Quality Systens Conmittee

Proficiency Testing Conmttee

On-site Assessnent Conmittee
Accreditation Process Conmittee

| npl enentati on Conm ttee

Sanpling and Field Measurenent Conmmittee.

The Standing Commttees shall receive. . . These resolutions
w Il be made avail able not |ess than 45 36 cal endar days
prior to the annual neeting. All resolutions shall be. . .
The comm ttees shall draft resolutions which shall be nade
avai l abl e not |ater than 30 cal endar days prior to either
the interimor annual neetings. The conmmttees shal

prepare and arrange agenda itenms for interimnmneetings and
annual neetings to be nmade avail abl e 30 cal endar days prior
to the neeting.

1.67#.5.1.8 Sanpling and Field Measurenent Conmittee

This comm ttee prescribes the standards for use in field

neasurenents and sanpling and coordinates the devel opnent of
those standards with the other standing comm ttees

including any requirenents for training of field personnel.
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1. 78 CONDUCT OF CONFERENCE BUSI NESS
1.78.1 The Generation of Standards
The process for the generation . . . Standards proposed by

the commttees are publicized on the NELAC el ectronic
bul l etin board by EPA not |ater than 45 36 cal endar days
prior to the date of the neeting at which they will be
consi der ed.

Proposed anmendnents fromthe floor. . . Amendnents to the
report describing commttee activities over the year wll
not be allowed w thout the concurrence of the chairman of
the subject conmttee and the concurrence of the Chair of
NELAC.

1.78.2 Meetings
1.78.2.1 Annual Meeting
An annual nmeeting of NELAC shall.

The Board of Directors shall determ ne the place and dates
for the annual neeting, after receiving recomendations from
t he Conference Managenent Conm ttee, and shall publish this
information on the NELAC el ectronic bulletin board at |east
90 cal endar days prior to the annual neeting.

A conpleted registration for the annual neeting shall.

The followi ng deadlines will apply in preparing and
submtting material for the annual neeting:

a) Si xty cal endar days prior to the date of the annual
nmeeting, each of the standing commttees shall present
to the Board of Directors a summary of the issues and
matters considered by the conmmttees over the course of
the year. This report

b) Comm ttees shall prepare and arrange agenda itens and
resolutions for the annual neeting. These, and ot her
resolutions received by the Board of Directors will be
made avail abl e not | ess than 45 36 cal endar days prior
to the neeting.

c) St andards proposed by the commttees for consideration
at the annual neeting shall be publicized on the
el ectronic bulletin board not |ess than 45 36 cal endar
days prior to the annual neeting.
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As soon as possible, but no later than 90 cal endar days
af t er Wthin—90—days—+oHHoewrng the annual neeting, the Board

of Directors shall make avail able an updated roster of the
Board of Directors, NELAC officers, commttee nenbers and
chairs, and m nutes and findings of the neeting to the
participants. EPA shall publish the #nal revised standards

as soon as possible, but no later than 90 cal endar_ days
af t er wthin—96—days—+ott+owtng the annual neeting. Changes

in organi zati on and/ or procedures of NELAC proposed at the
annual nmeeting shall not be acted upon until the annual
nmeeting follow ng the annual neeting at which proposed.

1.78.2.2 Interim Meeting

The interimneeting, at which tinme commttees neet to
recei ve, consider and debate on issues, and propose and
draft standards or policies for the annual neeting, shall be

schedul ed at | east approxttatety six nonths prior to the
annual neeti ng.

The Board of Directors shall determ ne the place and dates
for the interimneeting, after receiving recommendati ons
fromthe Conference Managenent Commttee, and shall publish
this information on the NELAC el ectronic bulletin board at

| east 90 cal endar days prior to the interimneeting.

Comm ttees shall prepare and arrange agenda itens for the
interimneeting. The agenda shall be approved by the Board
of Directors and will be nade avail able not | ess than 30
cal endar days prior to the date of the neeting.

Concl usions and findings of the interimneeting shall be
provided to the participants not later than 90 cal endar days
followng the interimneeting.
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1. 89 ORGANI ZATI ON OF THE ACCREDI TATI ON REQUI REMENTS
1.89.1 Scope of Accreditation

Laboratories nust neet all rel evant EPA program
requi renents, including quality assurance/quality control,

use of specified nethods/analyte classes, and other
criteria.

The accreditation requirenents shall be based on the tiered
approach shown in Figure 1-3. Laboratories nust neet the
general requirenments found in Chapter 5, and the specific
quality control requirenents for the type of testing being
performed, as found in Appendi x D of Chapter 5.
Accreditation wll then be granted for conpliance with the
rel evant EPA program the nethods used by the | aboratory,
and for individual analytes determ ned by a particular

met hod/anal yte class; e.g., a |laboratory determning |lead in
drinking water, in conpliance with the Safe Drinking water
Act, by both inductively-coupled plasm nmass spectronetry
and graphite furnace atom c absorption spectronetry woul d be
accredited for |lead by both nethods. Loss of accreditation
for an analyte would not automatically result in |oss of
accreditation for all other anal ytes accredited under the
met hod/anal yte class, provided the |aboratory remai ned
proficient in the determ nation of the other anal ytes.

The foll om ng exanpl e shows .

The tiered approach elimnates . . . These processes,
defined in Chapters 2 and 3, do not necessarily evaluate al
tiers within the tiered structure; e.g., proficiency testing
exam nes the determ nation of individual analytes in
specific matrix types, and is not nethod/analyte class-
specific. However, they are conprehensive enough to assure
the accrediting authority that a systemis in place that
produces data of known and docunented quality.

An accrediting authority may approve .



